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2. This REPORT consists of a total of 6 sheets, including this cover sheet. 
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been amended and are the basis for this report andJbr sheets containing rectifications made before this Authonty 
(see Rule 70.16 and Section 607 of the Administrative Instructions under the PCT). 

These annexes consist of a total of sheets. 
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citations and explanations supporting such statement 

VI □ Certain documents cited 
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EXAMINATION REPORT International application No. PCT/EP 0.3AJ /bUS 

I. Basis of the report 

and ? S?SS anneSd to this report since they do not contain amendments (Rules 70. 1 6 and 70. 1 7)). 



Description, Pages 

•j 4 as originally filed 



Claims, Numbers 

■j_2i as originally filed 

o with rAnard to the lanauaqe all the elements marked above were available or furnished to this Authority in the 
2 ' !SInguag 9 e1n which Ihe iStSnal application was filed, unless otherwise indicated under th-s .tern. 

These elements were available or furnished to this Authority in the following language: , which is: 

□ the language of a translation furnished for the purposes of the international search (under Rule 23.1 (b)). 

□ the language of publication of the international application (under Rule 48.3(b)). 

□ the language of a translation furnished for the purposes of international preliminary examination (under 
Rule 55.2 and/br 55.3). 

3 With reaard to any nucleotide and/or amino acid sequence disclosed in the international application, the 
Knltional prJlimma^ examination was carried out on the basis of the sequence hsting: 

□ contained in the international application in written form. 

□ filed together with the international application in computer readable form. 

□ furnished subsequently to this Authority in written form. 

□ furnished subsequently to this Authority in computer readable form. 

□ The statement that the subsequently furnished written sequence listing does not go beyond the disclosure 
in the international application as filed has been furnished. 

□ The statement that the information recorded in computer readable form is identical to the written sequence 
listing has been furnished. 

4. The amendments have resulted in the cancellation of: 

□ the description, pages: 

□ the claims, Nos.: 

□ the drawings, sheets: 

5. □ This report has been established as if (some of) t^me ndm ^ not been made, since they have 

been considered to go beyond the disclosure as filed (Rule 70.2(c)). 

(Any replacement sheet containing such amendments must be referred to under item 1 and annexed to this 
report.) 

6. Additional observations, if necessary: 
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IV. Lack of unity of invention 

1 . In response to the invitation to restrict or pay additional fees, the applicant has: 

□ restricted the claims. 

□ paid additional fees. 

□ paid additional fees under protest. 

□ neither restricted nor paid additional fees. 

2. I3 This Authority found that the requirement of unity of invention is not complied with and chose, according to 

Rule 68.1 , not to invite the applicant to restrict or pay additional fees. 

3. This Authority considers that the requirement of unity of invention in accordance with Rules 13.1, 13.2 and 13.3 
is 

□ complied with. 

□ not complied with for the following reasons: 

4. Consequently, the following parts of the international application were the subject of international preliminary 
examination in establishing this report: 

□ all parts. 

□ the parts relating to claims Nos. . 

V- Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

1. Statement 



Novelty (N) 


Yes: 


Claims 


1-21 




No: 


Claims 


none 


Inventive step (IS) 


Yes: 


Claims 


1-6, 15-20 




No: 


Claims 


7-14, 21 


Industrial applicability (IA) 


Yes: 


Claims 


1-18 




No: 


Claims 


19-21 



2. Citations and explanations 
see separate sheet 
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Re Item IV 

carried out without undue effort and accord.ng to rule 68.1 PCT does 
Applicant to restrict the claims or pay additional fees. 

statement under Ru.e 66.2(a)(ii) with regard to novelty, inventive step or 
Slicabl^ citations and expianations supporting such statement 

iCr^ * **sed <>" *• « - Arthrobacter ce„s in the preparation of a 
medicament for treatment or prevention of pisciricketts.os.s in fish. 

2) The Prior Art 

Reference is made to the following document/s/: 

D2: Ku^efaTvaccine, Butteiworth Scientific. Guildfom, Gb (21-03-2001). 19(17- 
19), 2337-2344 

04- K^kMA 1 lIal.nfecflon And Immunity, (12-1996), •^"fj«'« 1?1 
£ See. a... Ferns Myology Lade,*, Amsta^m 167 ' 171 

5 ^%%T^^S^T^^^ KARGER, 

£££££££ ^ninal^). which is the c—e agent of Bartend 
Kidrev Disease Apparently Arthrobaoter is veiy closely related to sari infections agent 
S and infects M same cell type without causing disease, but raising a protective 
Immune j£L Thus, it is centered by D1 as an alternative to other vaccines agains, 
RKn hased on R. salmoninarum (see e.g. D3). 
D2 and D4 describe the antigens of Piscirickettsia salmonis and an 
vaccine against this ricksattsial pathogen. This vaccine compnses a ^ecombinantlV 
omduXd mD lipoprotein OspA of P. salmonis. The strong protective immune response 
OspA is even augmented by incorporation of certain T Call epitopes £CEs) 
SS J tetanus toxin and measles virus as immunos.immu.anls. D6 desenbes the 
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of said extracts. 



T^e sptctfic vaccine or immunostimulatory compositions and their uses are considered 
novel over the prior art in the sense of Article 33(2) PCT. 

HfZSZSZ 6 are directed to the use of Arthrobacter live cells in a medicament for 
dem and £S of piscirickertsiosis. As R. salmoninarom or Arthrobacter 
w^not known to share any significant similarity in antigenicity with P. salmoms . 

te <insidered obvious over the prior art that Arthrobacter can be used to 
induce imm'nX TsaW P. salmonis. Same applies to a method of treating or 

1 to 6 and 20 is considered inventive in the sense of Article 33(3) PCT. 

4 2 Claims 7 to 1 4 are directed to vaccine compositions comprising live Arthrobacter celte 
4 2 nmbinalion with an immunostimmulan, (claim 7 12 13) « . n add, Jo na, 
immunooen (claim 14), or killed Arthrobacter cell matenal (cla.ms 8to 11). Claim 21 
ToTcSo me use o fdlled Arthrobacter cell material as immunostimmulantforf.^ 
No referent is made 1o any particular infetfious disease to be prevented by such a 

Dement D1 , which is considered to represent the most relevant slate of the art, 
Hi^-inscxs a vaccine or immunostimulant based on live Arthrobacter. 
Z Trobtem to be solved by .he subject-matter of said claims may therefore be 
Tn^ded as the prevision of an alternative vaccine composition based on 
A^reoler The sltion provided by the Applicant is the combination of live 
Zrobacter wlh further immunostimulatory or immunogenic components. However, 
this is considered obvious over the prior art. 

oTa^dy described the use of live Arthrobacter as immunostimulatory agent and 
!Z^Tnt for a vaccine. It is considered as routine procedure to add 
fmmToTuCa^ 

ea D2- p. 2341, right column, 2. paragraph; D6: p.206). The commomy us 
Compete Freud's Adlvan. for example comprises Wiled 

(see Application p.3). The addition of further antigens, even of differentpa *ogen* 
s also a common option in the design of vaccine compositions (e.g. D3. p.1 1 .claim 
2)! Z usTTkilled Arthrobacter as immunosrimulan. for fish (claim 21 ),s considered 



4.3 
4.4 
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*, a routine modification of the live Arthrobacter that had already been suggested as- 

max/ be considered as non-obvious (see also item 4.1). 
4 6 Th^nTew of L combination of D1 with any of D2, D3 or D6. The 

If oteims 7 to 14 and 21 oanno. be considered invemive in ma sense of Article 33(3) 



PCT. 



4.7 



Claims 15 to 18 ara basad on spaoifio vaccina compositions comprising both 
^barter and P. salmonis antigans. Claim 19 is diracted to tha usa of a vaoorne 
cotpoS "mprising live Arthrobacfer and P. 

17 for orotection against salmonid rickettsial septicaemia (SRS) and BKD. Va«='n es 
SiU are Known in the art <D1 to 03; 06: P » ~ 
also polyvalent vaccines are described in the prior art (e.g. D6. p.209, 3rd P"»an>pn> 
noTncanTa is provided to combine antigans useful for vaccination against these two 
d^asasTn »C composition. Thus, the specific combination aocordmg to 
diseases in one n on-obvious selection among a multiplicity of 

poTb, c motions Seines to different fiah pathogens. Thue, the sub^t- 
ma«*r adding to claims 15 to 19 is considered inventive in the sense of Article 



33(3) PCT. 



medical treatment. 
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